In this new millennium, the clinical trial is inseparably linked with an upgrade of health care by generating invaluable data in preventive, promotive and curative health. Globally research experts have concerns regarding ensuring financial and other compensations along with optimum health benefits for research participants in clinical trials in the emerging market economy. A significant number of human healthy volunteers (participants) take part in researches in both developed and developing countries. Participants are frequently unaware that the informed consent process is mandatory for investigators, funders and participants and their free will must be documented. There are sparse published medical works of literature that attempted to assess the extent to which all the norms of the informed consent process are followed in Indian settings in this area to the best of our knowledge. We need to conduct researches on the preparedness of the clinical trials participants towards their awareness of the criticality of the informed consent process and their motives for participation. This narrative review enlightened the facts that very patient, extensive and careful transparent narration and dissemination of the information can only ensure truly informed and autonomous decision improving the validity of the study.
PROLOGUE
Clinical research activities have seen impressive advancements globally and yet, monitoring instruments have been lagging behind this state of affairs in levels to share the benefits to the grassroots levels. This is true for both developing as well as developed countries. Most of the volunteers come from lower socio-economic strata stressing ethical issues of paramount importance. These subjects can easily be lured with an unexpected package of benefits to participating which often motivates these volunteers to participate frequently, sometimes simultaneously in multiple studies, neglecting the fact that participation in researches exposes them to the risk of serious, unpredictable harm owing to cumulative effect or interaction of various experimental interventions. 1 Studies have explored the factors behind the motivations of research participants in developing countries. A healthier internalization of the core factors in the spectrum of altruism in one end to earning for bare minimum earthly needs on the other end allowed researchers to address these matters before commencing their investigation and informed consent process. [2] [3] [4] Autonomy is accepted as the key aspect in the researches involving human participants, especially in the informed consent process as per International research ethics guidelines inclusive of disclosure of appropriate information, capacity for decision-making with voluntary approval without any form of coercion. 5 Clinical trials are facing challenges of over-expectation, inadequate data, and funding, lack of interest of academic institutes. The recommendation is that clinical research expertise needs to be taught as the capacity building in an exciting way to stimulate interest in clinical research careers based on four basic pillars of human ethics as per Declaration of Helsinki. Institutional Ethics Committees (IECs) are expected to defend the rights, safety, and well-being of participants and in local and international health researches. [6] [7] [8] Autonomy to leave the research project at any point of time without showing any reasons whatsoever and getting all types of information before participation are two major pillars of the informed consent process. While pseudo-coercion is the form of "narration-followed-bysignature" is the norm in developing countries including Indian settings should be stopped. The 'tunnel vision' of monetary and non-monetary gains often eclipse their mindset from serious, unpredictable harm owing to cumulative effect or interaction of various experimental therapies. Linguistic, cultural and many confounding community-level barriers add to their incompetence to follow informed consent process. High rates of illiteracy in parts of the world is a known barrier to understand research concepts and poor healthcare access both breeds nuisance and coercion of consent process. [9] [10] [11] Therapeutic misconception is an ignored issue that may obscure the sanctity of the informed consent process by the inabilities of the participants to make a distinction between research process to find 'unknown truth' and standard clinical care based on time-tested interventions. Investigators and funders cannot bypass the responsibilities to educate the participants on this crucial issue. [12] [13] [14] [15] [16] Indian Council of Medical Research (ICMR) ethical guidelines instructed investigators to obtain mandatory written informed consent conscientiously from before volunteering for medical researches on the human subject. 17 Informed consent process implicates informing on the rights and responsibilities, potential risks and benefits, duration, etc., as with increasing understanding of clinical trials, there are higher chances of adherence to the study. Literature reports suggest that sometimes the volunteers may not be attentive in the process by overestimating benefit and overlooking drawbacks. 15, [18] [19] [20] Studies suggested that approach to the patient by the investigator/researcher and answering queries need to be streamlined at the level of understanding to administer a fully comprehensible consent form in a secluded setting in a comfortable atmosphere with adequate time for discussions and decision making. Research staffs must be trained in human research participant protection and show adequate respect as well as patience during inform consent process with the use of a checklist of the frequently asked questions providing adequate responses to them. Content and readability of form, the timing of discussion, amount of time allotted should be designed in is user-friendly manner. The informed consent form should be in the vernacular or a language the participant feel comfortable; individuals signing the consent form after being fully aware of what they are signing increases success of participation in a clinical trial in multilingual countries like India. Further, in illiterate participants, the researchers should have the patience to obtain informed consent by giving them space to discuss with their family and community members. [21] [22] [23] [24] [25] Monetary benefits may increase participation, but that may be counterproductive in the long run. Instead in the developed countries, recent trend is to discourage undue participation by healthy volunteers to protect their health by a nationwide biometrics based 'volunteer data management system' to store retrospective participation history and help recruit prospectively of these registered users to check to ensure that particular volunteer group in the inclusion criteria is available for a particular study. 1, 26, 27 
CONCLUSION
In a multilingual and multicultural country like India, most volunteers come from lower socio-economic strata and usually get confused with the untested water of research which even educated citizen may be allured by the benefits. Thus, measures need to be put in proper place to discourage over-volunteering by healthy volunteers to protect their health with an overview of rigorous legal and ethical steps from the regulatory bodies and stakeholders of researches. Hence ethical issues are of utmost significance. By classifying the motivations to join a research project, researchers will identify a better approach for the informed consent process.
